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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
February 5, 2008 has been entered. 

2. This Office action is responsive to an amendment filed February 5, 2008. Claims 
1-2, 4-14 and 16-24 are pending. Claims 1 & 13 have been amended. Claims 3 & 15 
have been cancelled. No new claim has been added. 

Claim Objections 

3. Claims 6 & 1 8 are objected to because of the following informalities: 
In regards to claim 6, the claim depends from cancelled claim 3. 

In regards to claim 18, the claim depends from cancelled claim 15. 
Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

5. Claims 1-2, 7-11, 13-14, 19-23 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Organ (US 6,122,544) in view of Kueneck et al. (US 5,196,008) 
further in view of Newton et al. (US 4,416,276). 
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In regards to claims 1 & 13, Organ discloses a system for diagnosing the 
possibility of disease in a body part, the method comprising 

providing an electrode array containing a plurality of electrodes capable of being 
electrically coupled to the body part; 

making an electrode assessment measurement with the electrode array; 

making a diagnosis measurement with the electrode array; 

obtaining an electrical property of the body part based on the diagnosis 
measurement; and 

diagnosing the possibility of disease based on the electrical property of the body 
part (see fig. 5; column 3/lines 29-44; columns 4-11, lines 14-46). 

In regards to claims 2 & 14, Organ discloses a system wherein the plurality of 
electrodes includes a current injection electrode pair and an associated voltage 
measurement electrode pair that are applied to the body part (see column 4, lines 35- 
39). 

In regards to claim 7, Organ teaches a system wherein the plurality of electrodes 
includes n c i current injection electrode pairs, and n c i associated voltage measurement 
electrode pairs, where n c i is an integer greater than zero (see Column 4, lines 35-38). 

In regards to claim 8, Organ discloses a system wherein the step of making a 
diagnosis measurement includes applying the n d current injection electrode pairs on the 
body part; and applying the n d voltage measurement electrode pairs on the body part 
(see Column 4, lines 35-59). 
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In regards to claims 9-11 & 19-23, Organ discloses a system wherein the step of 
making a diagnosis measurement further includes 

injecting a first current between a first pair of the n d current injection electrode 

pairs; 

measuring the resultant voltage difference V.sub.1 .sup.M between the voltage 
measurement electrode pair associated with the first current injection electrode pair; 
and repeating the preceding two steps of injecting and measuring with the other 
electrode pairs until all n d voltage differences, {V^, V 2 M ,... V nC i M } are obtained; wherein 
the electrical property is impedance; wherein the step of obtaining includes using the n c i 
voltage differences to obtain associated measured impedances, {Zi M , Z 2 M ,..., Z nC i M }, 
where Zj M is the measured impedance between the voltage electrodes associated with 
thejth current injection electrode pair (see Columns 6-8, lines 5-14; see columns 6-11, 
lines 5-53). 

Organ discloses a system, as described above, that fails to explicitly teach an 
electrode assessment measurement that includes a bipolar electrode assessment 
measurement that compares the measurement to anthropometric data indicative of 
adequate coupling. 

However, Kuenecke et al. disclose a system comprising: 

providing an electrode array 1 (see fig. 1 ; col. 3, lines 22-31 ); 

making a bipolar electrode assessment measurement with the electrode array 1 
by utilizing one current injection electrode and one voltage measurement electrode (see 
col. 3, lines 40-50 & 58-68); 
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determining whether the plurality of electrodes (2-5) are suitably coupled to the 
body part based on a comparison of the bipolar electrode assessment measurement 
(see col. 4, lines 1-6 & 46-52; see abstract). 

Moreover, Newton et al. disclose a system comprising: 

coupling electrodes (20, 22) to a body part; 

providing anthropometric data (i.e. an impedance value in a range of 20 to 144 
ohms) indicative of adequate coupling between the electrodes (20, 22) and the body 
part (see col. 3, lines 33-62); 

making a bipolar electrode assessment measurement by utilizing one current 
injection electrode 20 and one voltage measurement electrode 22 (see col. 3, lines 19- 
32); 

determining whether the plurality of electrodes are suitably coupled to the body 
part based on a comparison of the bipolar electrode assessment measurement with 
anthropometric data (i.e. 20 to 144 ohms) indicative of adequate coupling between the 
electrodes and the body part (see figs. 1 & 4; col. 3, lines 33-62). 

In regards to claims 1 & 13, although Organ stresses the importance of good 
electrode/body contact (see col. 4, lines 49-54; col. 5, lines 54-58), Organ fails to teach 
an electrode assessment measurement to determine whether the electrodes are 
suitably coupled to a body part; however since both Organ and Kuenecke et al. teach 
systems comprising electrodes that are in contact with and apply electrical current 
through a body part, it would have been obvious to one of ordinary skill in the art at the 
time Applicant's invention was made to modify the system of Organ to include a bipolar 
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electrode assessment measurement as taught by Kuenecke et al. in order to determine 
whether the electrodes are suitably coupled to the body part; for example, poor 
electrode/body contact quality can lead to inconsistencies in measurement and 
diagnosis. 

Similarly, although Organ teaches comparing the body impedances to 
anthropometric data indicative of disease state (see col. 3, lines 36-46; col. 9, lines 37- 
43; col. 10, lines 13-23 & 44-51; col. 11, lines 33-46), Organ fails to explicitly teach 
comparing the electrode assessment measurements to anthropometric data indicative 
of adequate coupling between the electrodes and the body part; however, since Newton 
et al. teach a system wherein the electrode assessment measurement is compared to 
anthropometric data in order to bind the electrode/body contact impedance between a 
lower and an upper limit threshold so as to thereby detect tenting, incorrect application 
site, gel drying and the hazards of applying the electrode on a surface other than the 
patient (see col. 3, lines 33-62), it would have been obvious to one of ordinary skill in 
the art at the time Applicant's invention was made to provide the system of Organ as 
modified by Kuenecke et al., above, with an anthropometric data comparison as taught 
by Newton et al. in order to bind the electrode/body contact impedance between a lower 
and an upper limit threshold so as to thereby detect tenting, incorrect application site, 
gel drying and the hazards of applying the electrode a surface other than the patient. 
6. Claims 12 & 24 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Organ ('544) in view of Kuenecke et al. ('008), Newton et al. ('276), and further in view 
of Dempsey et al (US 5,419,337). 
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Organ as modified by Kuenecke et al. and Newton et al. discloses a system, as 
described above, that fails to explicitly teach a system comprising a GUI. 

However, Dempsey et al discloses a graphical user interface that indicates a 
status of the coupling between a plurality of electrodes and the body part (see col. 5, 
lines 13-29). 

Since both Organ and Dempsey et al. teach systems comprising electrodes that 
are in contact with a body part, it would have been obvious to one having ordinary skill 
in the art at the time the invention was made to modify the device of Organ to include a 
user interface, as taught by Dempsey et al, in order to interpret the quality of the 
signals of each electrode, for either gain selection or determining which electrodes may 
have poor skin contact. 

7. Claims 4-5 & 16-17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Organ ('544) in view of Kuenecke et al. ('008), Newton et al. ('276), and further in 
view of Netherly et al. (US 6,171 ,304). 

Organ as modified by Kuenecke et al. and Newton et al. discloses a system, as 
described above, that fails to explicitly teach measuring a phase to determine suitable 
coupling of the electrodes to the body part. 

However, Netherly et al. disclose a system for determining whether the plurality 
of electrodes are suitably coupled to a patient body part through computation of a phase 
angle of the impedance (see col. 4, lines 32-36 & 45-50; col. 10, lines 43-49; see claims 
1-4 of Netherly et al.)- 
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It is known that impedance includes both a magnitude and phase component. As 
such, Kuenecke et al. teach an electrode/body contact system that measures both the 
magnitude and phase of the electrode/body contact impedance (see col. 4, lines 46-52); 
Since Newton et al. disclose a method wherein electrode/body contact assessment is 
established by only monitoring the magnitude of the electrode/contact impedance with 
respect to anthropometric data (20 to 144 ohms) and since Netherly et al. teach that 
electrode/body contact assessment can also be established by only measuring the 
phase of the electrode/body contact impedance, it would have been obvious to one of 
ordinary skill in the art at the time Applicant's invention was made to provide the system 
of Organ as modified by Kuenecke et al. and Newton et al., above, with a phase 
determining step as taught by Netherly et al. in order to determine the quality of the 
electrode/body contact. Moreover, the Applicant has not disclosed that determining an 
impedance by way of a phase determination provides an advantage, is used for a 
particular purpose, or solves a stated problem over the prior art. 
8. Claims 6 & 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Organ ('544) in view of Kuenecke et al. ('008), Newton et al. ('276), and further in view 
of Netherly et al. (US 6,007,532). 

Organ as modified by Kuenecke et al. and Newton et al. discloses a system, as 
described above, that fails to explicitly teach measuring a phase at a plurality of 
frequencies to determine suitable coupling of the electrodes to the body part. 

However, Netherly et al. disclose a system for determining whether the plurality 
of electrodes are suitably coupled to a patient body part through computation of a 
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magnitude and/or phase angle of the impedance; wherein the contact impedance at a 
plurality of frequencies serves as a means for determining the quality of electrode/body 
contact (see fig. 3; col. 3, lines 31-56; col. 4, lines 26-37 & 53-57; col. 5, lines 29-40). 

Since Newton et al. disclose a method wherein electrode/body contact 
assessment is established by only monitoring the magnitude of the electrode/contact 
impedance with respect to anthropometric data (20 to 144 ohms) and since Netherly et 
al. teach that electrode/body contact assessment can also be established by measuring 
the electrode/body contact impedance at a plurality of frequencies; it is known that 
impedance includes both a magnitude and phase component. Kuenecke et al. teach an 
electrode/body contact system that measures both the magnitude and phase of the 
electrode/body contact impedance (see col. 4, lines 46-52); as such, it would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide the system of Organ as modified by Kuenecke et al. and Newton et al., 
above, with an impedance at a plurality of frequencies as taught by Netherly et al. in 
order to determine the quality of the electrode/body contact. Moreover, the Applicant 
has not disclosed that determining an impedance by way of a phase determination 
provides an advantage, is used for a particular purpose, or solves a stated problem over 
the prior art. 

Response to Arguments 

9. Applicant's arguments filed February 5, 2008 have been considered but are moot 
in view of the new ground(s) of rejection. 

Conclusion 
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1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RENE TOWA whose telephone number is (571)272- 
8758. The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information in regards to the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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